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Facts & Estimations Facts & Estimations 
Population: 7 MillionPopulation: 7 Million
Models of medical devices: over 20,000Models of medical devices: over 20,000
TradeTrade

ImportImport
For domestic use): ~US$   500MFor domestic use): ~US$   500M
ReRe--export:export:

 
~US$ 1,000M~US$ 1,000M

Domestic Export: Domestic Export: ~US$      50M~US$      50M
Manufacturers: ~100Manufacturers: ~100
Traders: ~700Traders: ~700
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Objective of RegulationObjective of Regulation
Devices should be safe, Devices should be safe, 
effective and effective and 
of good qualityof good quality
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Principles of RegulationPrinciples of Regulation
Facilitate timely access to safe Facilitate timely access to safe 
devicesdevices
No unnecessary burden to the No unnecessary burden to the 
trade and the governmenttrade and the government
In line with recommendations of In line with recommendations of 
Global Harmonization Task ForceGlobal Harmonization Task Force
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ScopeScope
PrePre--market Control formarket Control for Classes II, III Classes II, III 
and IV medical devicesand IV medical devices
PostPost--market Controlmarket Control

Medical Device Safety Alert SystemMedical Device Safety Alert System
Adverse Incident Reporting SystemAdverse Incident Reporting System

Control ofControl of Local ManufacturersLocal Manufacturers andand
ImportersImporters
Recognition of Conformity Assessment Recognition of Conformity Assessment 
BodiesBodies
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Flexible Conformity AssessmentFlexible Conformity Assessment
CABs CABs recognisedrecognised by Hong Kong by Hong Kong 
Dept of Health to conduct Dept of Health to conduct 
conformity assessments for local conformity assessments for local 
manufacturersmanufacturers
Accepting marketing approvals Accepting marketing approvals 
from economies adopting GHTF from economies adopting GHTF 
model to avoid duplicationmodel to avoid duplication
Not specifying any Not specifying any ““recognizedrecognized””
standards to avoid trade barrierstandards to avoid trade barrier
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Beauty of FlexibilityBeauty of Flexibility
Less resources on the part of Less resources on the part of 
government government 
Alternatives to suit manufacturers Alternatives to suit manufacturers 
Avoid duplication of conformity Avoid duplication of conformity 
assessmentsassessments

reduce the reduce the costs and timecosts and time for for 
placing products on market placing products on market 
Facilitate the entry of devices into Facilitate the entry of devices into 
the the smallsmall Hong Kong marketHong Kong market
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Certificate of ListingCertificate of Listing
Information on the certificateInformation on the certificate

Listing no. Listing no. 
Make and model Make and model 
Device description Device description 
Manufacturer andManufacturer and
address address 
Manufacturing sites Manufacturing sites 
Local ResponsibleLocal Responsible
PersonPerson
Date of issueDate of issue
Date of expiryDate of expiry



ASEAN-U.S. Enhanced Partnership Medical Device 
Capacity Building Workshop

PostPost--market Surveillancemarket Surveillance
Medical Device Safety Alert SystemMedical Device Safety Alert System
Adverse Incident Reporting SystemAdverse Incident Reporting System
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Medical Device Safety Alert SystemMedical Device Safety Alert System
Sources of safety informationSources of safety information

GHTF National Competent Authority GHTF National Competent Authority 
Report Exchange Program (NCAR Report Exchange Program (NCAR 
Program)Program)
Overseas authorities Overseas authorities 
Local Responsible PersonsLocal Responsible Persons
Device suppliers and manufacturersDevice suppliers and manufacturers
Hospitals and healthcare institutionsHospitals and healthcare institutions
News mediaNews media……
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Classes of Safety Alerts Classes of Safety Alerts 
(adapted from US FDA)(adapted from US FDA)

Class 1: reasonable chance of serious healthClass 1: reasonable chance of serious health
problems or deathproblems or death

Urgent safety alertUrgent safety alert
Class 2: possibility causing temporary or Class 2: possibility causing temporary or 

reversible health problemreversible health problem
Monthly summaryMonthly summary

Class 3: little chance causing health problemsClass 3: little chance causing health problems
No actionNo action
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Dissemination of alertsDissemination of alerts
Urgent Safety Alert EmailsUrgent Safety Alert Emails
Press ReleasesPress Releases
http://www.http://www.mdcomdco..govgov..hkhk//englishenglish/press/press.html/press/press.html

Urgent Safety AlertsUrgent Safety Alerts
http://www.http://www.mdcomdco..govgov..hkhk//englishenglish/recalls/recalls.html/recalls/recalls.html

Monthly Summary of Safety AlertsMonthly Summary of Safety Alerts

http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/press/press.html
http://www.mdco.gov.hk/english/recalls/recalls.html
http://www.mdco.gov.hk/english/recalls/recalls.html
http://www.mdco.gov.hk/english/recalls/recalls.html
http://www.mdco.gov.hk/english/recalls/recalls.html
http://www.mdco.gov.hk/english/recalls/recalls.html
http://www.mdco.gov.hk/english/recalls/recalls.html
http://www.mdco.gov.hk/english/recalls/recalls.html
http://www.mdco.gov.hk/english/recalls/recalls.html
http://www.mdco.gov.hk/english/recalls/recalls.html
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Adverse Incident Reporting SystemAdverse Incident Reporting System
http://www.http://www.mdcomdco..govgov..hkhk//englishenglish/report/report.html/report/report.html

> On> On--line reportingline reporting
> Reporting> Reporting--formform

http://www.mdco.gov.hk/english/report/report.html
http://www.mdco.gov.hk/english/report/report.html
http://www.mdco.gov.hk/english/report/report.html
http://www.mdco.gov.hk/english/report/report.html
http://www.mdco.gov.hk/english/report/report.html
http://www.mdco.gov.hk/english/report/report.html
http://www.mdco.gov.hk/english/report/report.html
http://www.mdco.gov.hk/english/report/report.html
http://www.mdco.gov.hk/english/report/report.html


ASEAN-U.S. Enhanced Partnership Medical Device 
Capacity Building Workshop

Way ForwardWay Forward
Regulatory Impact Assessment Regulatory Impact Assessment 

July to December 2007July to December 2007
Includes public consultationIncludes public consultation

Report to Legislative Council Report to Legislative Council -- end 2007end 2007
Best option for statutory regulationBest option for statutory regulation
Schedule for implementationSchedule for implementation
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ForFor
 

more info on Hong Kong system,more info on Hong Kong system,
pplease visitlease visit

www.www.mdcomdco..govgov..hkhk
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